CHCWM – Clinical Research Associate

General Summary: Coordinate the day to day functions of the research trials for CHCWM.  This includes obtaining trials, screening and consenting of patients, education of the staff on available trials, data management, drug accountability, as well as regulatory document management of the available clinical trials

Job Requirements:  
Education:
  Bachelor degree
Experience:
  2 years research experience


Other:  Working knowledge of medical and pharmaceutical terminology.  Must be highly organized, and able to multitask.  Ability to interact effectively and pleasantly with a diverse population.  Ability to review detailed data and make prompt judgments based on that data. Ability to work efficiently and effectively under tight deadlines, interruptions and high work volume.  Excellent written and verbal communication skills.  Working knowledge of computers and their applications to the related field. 50% of time sitting at computer, 50% walking/moving, able to transport items weighing less than 20 pounds 5% of the time.

Preferred Knowledge/Skills/Abilities/Education/Experience:

Clinical trial experience.  Oncology research.  

Primary Duties and Responsibilities (Essential Functions):

1. Ensure that documentation from investigators and investigational sites meets FDA requirements. Assist investigators, field clinical staff, clinical research organizations and sponsor companies in collecting data in a timely manner that meets the protocol requirements.  Organize data in systematic manner to allow for efficient and accurate clinical reports.  (10)
2. Perform data management duties of case report forms completion.  Clerical duties associated with research patients; i.e. lab/radiology test ordering.   Filing/organizing of clinical research regulatory documents.  Maintenance of current/pending regulatory documents. Maintains documents related to study in  determined archival process.  (10)

3. Screen daily for potential patients, communicate with physicians and other staff of potential and active patients. Responsible for managing study drug and laboratory supplies. (5)

4. Communicate via telephone with research sponsor companies and IRB institutions.  Maintains the current status of research protocols, updating, amending and interpreting as necessary and communicates appropriate changes to members of the health care team.  (5)

5. Develops required materials for study as directed according to study guidelines and regulatory requirements and facilitates process of protocol approval / re-approval. Maintains database and system for patient enrollment data, patient files, statistical data and other information pertinent to studies.  (10)

6. Participates in ongoing process improvement activities, making improvements in data management, and suggestions for programmatic improvements.    Manage/document incoming budget.  (15)

7. Participates in the audit process by preparing patient records and follow-up, as necessary.  (5)

Function as a team member by expanding his/her responsibilities as directed by management to facilitate optimal workflow within the cancer center. 

Communicates and interacts with peers and other departments in a manner that is viewed as having a positive effect on patient services and CHCWM staff morale.  Interacts effectively with patients/family members and demonstrates sensitivity in regards to cultural diversity, age specific needs and confidentiality.

This employee has access to medical records daily.  The parts of the medical record s/he needs to references to perform his/her job are as follows:  Lab Information System, Pharmacy Information System, Entire Chart/Electronic Medical Record (EMR), and Electronic Billing System (EBS).  

Work Environment:

Very fast-paced and ever changing office environment. Demanding regarding deadlines and time frames. Very detailed and challenging work.  Constant demand for updating knowledge.  
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